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I. Basis of the report 



1. With regard to the elements of the international application:* 
j~ j the international application as originally filed 
[Xj the description: 



1-24 



_ , as originally filed 
, filed with the demand 



, filed with the letter of 



the claims: 

pages 

pages 

pages 

pages 



1-14 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



I | the drawings: 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



| | the sequence listing part of the description: 



pages 
pages 



, as originally filed 

_ , filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 
□ the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 

filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority in written form. 
I I furnished subsequently to this Authority in computer readable form. 

□ 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 
□ 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

the claims, Nos. 

the drawings, sheets/fig 



5 I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
1 — 1 beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Ride 70.16 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



2-4, 6, 9, 10, 12 



YES 



1/ 5, 7, 8, 11, 13, 14 NO 

YES 
NO 



1-14 



1-14 



YES 
NO 



2. Citations and explanations 

This report makes reference to the following documents: 

Dl: DE 101 06 295 C (GAIFAR GERMAN AMERICAN INST FO) , 22 
August 2002 (2002-08-22) 

D2: VALLARI ET AL- : % Rapid assay for simultaneous 

detection and differentiation of immunoglobulin G 
antibodies to human immunodeficiency virus type 1 
(HIV-1) group M, HIV-1 Group 0 and HIV-2' , JOURNAL 
OF CLINICAL MICROBIOLOGY, Vol. 36, No. 12, December 
1998 (1998-12), pages 3657-3661, XP002252066, 
mentioned in the application 

Novelty (PCT Article 33(2)) 

The subject matter of claims 1, 5, 7, 8, 11, 13 and 14 
lacks novelty over document Dl . Dl describes a recombinant 
protein having multiple epitopes directed against HIV-1 or 
HIV-2, bound by binding sites which permit epitope 
exposure and protein immobilisation on a solid substrate 
(abstract; page 3, lines 24-40). The epitope sites of said 
recombinant protein permit the recognition of antibodies 
directed against the sequence which forms the V3 loop, an 
immunodominant region of gpl2 0 (example 9) . Dl also 
discloses DNA that codes for said protein, an expression 
vector containing said DNA and the use of the protein to 
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prepare an HIV assay (page 2, paragraph 1) . in the 
recombinant protein described in Dl, the binding site, 
which includes the immobilisation site, is a peptide 
comprising at least one glycine and at least one lysine 
(page 7, lines 25-30, ^Fragment 2'). Dl is thus considered 
prejudicial to the novelty of claims 1, 5, 7, 8, 11 , 13 
and 14 . 

Inventive step (PCT Article 33(3)) 

1. Dependent claims 2-4, 6, 9, 10 and 12 do not contain 
any features which, in combination with the features of 
any claim to which they refer, define a subject matter 
which would satisfy the PCT inventive step requirements 
because the provision of epitope sites of HIV-1 of group 
M, HIV-1 of group O or HIV- 2, and of binding or 
immobilisation sites, is described in the prior art (Dl, 
D2) and is regarded as normal trade practice by a person 
skilled in the art. 

2. The applicant should note that the subject matter of 
claims 1-14, insofar as it relates to chimeric proteins 
which permit the simultaneous detection of HIV-1 of group 
M, HIV-1 of group O and HIV-2, is considered novel over 
the search report citations, but does not involve an 
inventive step in relation to D2 in combination with Dl, 
for the following reasons : 

D2 describes a diagnostic kit which makes it possible to 
detect simultaneously the presence of HIV-1 of group M, 
HIV-l of group O and HIV-2, using three recombinant 
proteins derived from the env sites of HIV-1 of group M, 
HIV-1 of group O and HIV-2. These three proteins comprise 
the immunodominant sites of the gpl20 glycoprotein of HIV- 
1, the gp41 glycoprotein of HIV-1 of group M, the gp41 
glycoprotein of HIV-1 of group O and the gp3 6 glycoprotein 
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of HIV-2 (page 3658, 'Material and Methods', paragraph 1) . 

D2 differs from the subject matter of the present 
application in that three viral proteins are separately 
bound to a substrate. 

The present invention can therefore be considered to 
address the problem of providing a chimeric protein which 
makes it possible to detect HIV-1 of group M, HIV-1 of 
group O and HIV-2 simultaneously. 

Dl describes a general method for preparing a chimeric 
recombinant protein comprising multiple epitopes separated 
by binding peptides and immobilised on a substrate by an 
immobilisation site, so that when the protein is 
immobilised on the substrate, the epitopes are exposed, 
enabling them to be recognised by antibodies. 

It would have been obvious for a person skilled in the art 
to apply the method of Dl with the epitopes of the three 
proteins used in D2 in order to prepare a chimeric protein 
that makes it possible to detect HIV-1 of group M, HIV-1 
of group 0 and HIV-2 simultaneously. The subject matter of 
claims 1-14 therefore cannot be considered inventive. 
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